
Emergency Processing Under OMB Review; Emergency Medical Device 

af ~~f~~at~~~ has been strutted to the Office of anagement and Bu get (EMU) for emergency 

a~e~o~k Reduction Act of 1995 (the P 

info~ation con~g~s a tele hone survey used to assist FDA in imp e~enting an g~erge~~y medical 

ortage program so at the agency can res y to medical device sh ages that 

e ~~fte~at~ of a bioterrorist attack. 

ents on the coflection of i~f~~ati~n y [insert date 30 days afier 

deral Register]. 

ADDRESSES: Submit written c:omments off the coffection of information to the Office of ~~fo~a~o~ 

, New Executive Office ldg., 725 17th St* * 10235, 

503, Attn: Stum Shapiro, Desk Officer for FnA. All ~o~ents should be 

the docket number found in brackets in the heading of t 

~~~AR~ ~~FUR~A~~Q~: FDA has requested emergency processing of this 

co~~~~ti~~ of ~~f~~~at~~~ under section 3 07(j) of the PR.A. (4 

~~~~4~ 
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This info~atio~ is needed ~~ediately so that the agency can respond quickly to rue 

t arise in the aftermath of a tersest attack. 

A invites cu~ents on: (‘I) Whether the pr collection of i fixation is ~e~~ss~ 

ante of FDA’s functions, ~~~lud~ng w ation will have 

accuracy of FDA’s estimate o the burden of the 

ing the vapidity of the ~et~udul~gy ax3 ass~~~tiu~s used; (3) ways to enhance 

chatty of the infu~at~~n t be collected; and (4) ways 

e ~~~l~~tio~ of i fornation on resp~~d~~ts, including t the use of a~t~~at~d 

n techniques, w opriate, anif ut 

Shortage Program Survey 

er section 903f )(2) of the Federa rug, and ~~s~eti~ Act ( e act) (21 U.S.C. 

issioner of FDA is a 

~o~duct~~g beseech) to carry out effectively the ssion of FnA. Secti 

uires that domestic establishments engaged in ation, ~ropagat~~~~ 

~o~p~u~d~ng, assembly, or cessing of medica devices intended for uman use and co ercial 

eir esta~~is~ents and list the devices they ~an~fa~t~~e wit FIIA. ~e~t~~n 

(I)) authorizes FCDA to require manufacturers to conduct pQst~~ket 

su~~i~~a~c~ of icaf devices. Section ~~~(~) of the act (21 )) autho~zes FDA to 

disseminate ~~f~~a~~~ regarding cts of” ~~s~~tics in situations invo 

incest dan er to health, or gross deception of the consumer. T ese sections of the act enab 

FDA to enhance ~~usu~er protection from risks associated with medical devices usage that axe 

e premarket n~t~~~at~~~ and revie 

iling a list of medical devices that would be need 

or the ical weapon attack. A plans to collect 

info ation c~~ce~ng the devices on s list, starting with those devices that are considere 

~~ti~a~ atie~t care. This isolation will alfow A to identify quickly sources and focations 



3 

e event that they are needed in an emergency. t will aIso help to identify 

orders are closed or trans ~rtatio~ has been dis~pted. Xn 

addition, ai~ta~~ a fist of tele one ~~~ta~ts for the an~faGt~rers so that 

s with ma~~fac~rers will ey are needed. 

respondents will e medical device an~fa~turers an 

estimates the bur en of this co~~e~tiu~ of i~f~~ati~~ as follows: 

TAatE f .-----ESTfMATER ANNUAL 

ese estimates on cunversat~o~s with industry and trade ass~c~at~~~ r 

representatively and from internal A estimates. 

vernier of manufacturers is estimated to be 70, A estimates that 

ese manufacturers ~01.3 d be contacted in a f-year pe~~d, due t 

s estimated also that t e survey will take ap ximately 6 minutes 

e telephone. Therefore, 7,000 respondents (I 0 

of an heir (i.e., equal a total of 700 haurs. 

A ma~~faet~rer 




